^4T£NT COOPERATION TREATI^^ 

PCX L J 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCX Article 36 and Rule 70) 



PCT ftpplicatlon 

PCT/ JP2003/QQQ251 




Applicant's or agent's file reference 
A21679M 


rmv-a kr^mrM SeeNotificationofrransmittaloflntemational Preliminary 
FOR FURTHER ACTION Examination Report (Form PCT/IPEA/4 16) 


International application No. 

PCT/IP03/00251 


International filing date (day/month/year) 
15 January 2003 (15.01.03) 


Priority date (day/month/year) 

16 January 2002 (16.01.02) 


International Patent Classification (IPC) or national classification and IPC 
A61K31/192, 47/38, A61P 3/06, 3/10 


Applicant 


KOWA COMPANY, LTD. 





This international preliminaiy examination rq)ort lias been prepared by this International Preliminary Bjcamining Authority 
and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total of . 



. sheets, including this cover sheet 



□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before tiiis Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of. 



. sheets. 



This report contains indications relating to the following items: 
Basis of the report 



I 


I2SI 


n 


□ 


m 


□ 


IV 


□ 


V 




VI 


□ 


vn 


□ 


vra 


□ 
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citations and explanations si^iporting such statement 



Date of submission of the demand 
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L Basis of the report 



1. With regard to the elements of tiie international application:* 
the intemational^plication as originally filed 
the description: 

pages 



□ 



, as originally filed 

, filed with the demand 



, filed with the letter of 



□ 



the claims: 
pages 



, as originally filed 

, as amended (together with any statement mider Article 19 
, filed with the demand 



□ 



. , filed with the letter of 



the drawings: 
pages 



, as originally filed 

, filed with the demand 



pages 



. , filed with the letter of 



I I tiie sequence listing part of the description: 



, as originally filed 

filed with the demand 



pages 



. , filed witii the letter of 



2. With regard to the language, all the elements marked above were available or fiimished to this Authority in the language in which 
the international application was filed, imless otherwise indicated under this item. 

These elements were available or fiimished to this Authority in the following language which is* 

□ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation fiimished for the purposes of international preliminary examination (under Rule 55^ and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
prelmiinaiy exammation was carried out on the basis of the sequence listing: 

□ 

contained in the international application in written form. 

□ 

filed together with the international application in computer readable form. 
"Z] furnished subsequently to this Audiority in written fi)rnL 

□ furnished subsequently to this Audiority in computer readable fomt 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

The amendments have resulted in the cancellation o£ 

□ 

the description, pages , 

the claims, Nos. 

the drawings, sheets/fig 

5. rn ™^ ^ established as if (some of) the amendments had not been made, since they have been considered to go 
— beyond die disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
rSP^''' ^ ' originally filed" and are not annexed to this repoH since they do not contain amendments (Rule 70.16 
and 70,17), 

'Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 
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Novelty (N) 

Inventive step (IS) 
Industrial applicability (lA) 
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Citations and e3q>lanations 

Document 1: JP 10-510515 A 



Document 2 



JP 5-952 A 



The inventions set forth in claims 1-4 are novel and 
involve an inventive step. Document 1 discloses 2,2- 
dichloro-12- (4-chlorophenyl) dodecanoic acid useful as a 
therapeutic agent for diabetes mellitus, and indicates 
that for practical medicinal use of said compound various 
substances can be included as a solid carrier; however, it 
does not disclose or suggest the use of croscarmellose in 
order to improve the stability of the aforementioned 2,2- 
dichloro-12- {4-chlorophenyl) dodecanoic acid. Document 2 
discloses medicinal compositions containing torasemide 
wherein storage stability is improved by including 
hydroxypropyl cellulose and croscarmellose ; however, it 
does not mention or suggest that croscarmellose which acts 
as a stabilizer in said medicinal preparations is equally 
effective in raising the stability of 2 , 2-dichloro-12- (4- 
chlorophenyl) dodecanoic acid, which is the active 
ingredient in the inventions in the present application. 
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